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Food and Drug Administration 
College Park, MD 

Penny G-is-Ether-ton, Ph.D., R.D. 
Nutrition Department 
College of Health and Human Development 
The Pennsylvania State University 
S 126 Henderson Building 
University Park, PA 16802-6504 

Dear Dr. G-is-Ether-ton: 

This letter is in response to your letter dated September 16,2002, in which you support the health 
claim petition submitted by the California Walnut Commission. 

We appreciate your interest in the issues raised in the health claim petition. We have forwarded 
your letter to the Dockets Management Branch (HFA-305) for inclusion in the administrative 
record under Docket No. 02P-0292. Your letter will be considered by the agency in its 
deliberations on what action to take on the California Walnut Commission’s health claim 
petition. 

Sincerely, 

J 

ON- 03% 

’ 
/“’ 

James E. Hoadley, Ph.D.’ 
Team Leader for Nutrition Labeling and Programs 
Division of Nutrition Science and Policy 
Office of Nutritional Products, Labeling 

and Dietary Supplements 
Center for Food Safety 

and Applied Nutrition 
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(814) 863-2923 
Fax. (814) 863-6103 
E-mail: pmk3@psu.edu 

Penny M. Kris-Etherton, Ph.D., R.D. 
Distmgulshed Professor of Nutrition 

Nutrition Department 
College of Health and Human Development 
The Pennsylvania State Umverslty 
S 126 Henderson Building 
Umversity Park. PA 16802-6504 

September 16, 2002 

Office of Nutritional Products, Labeling and Dietary Supplements (HFS-800) 
Center for Food Safety and Applied Nutrition 
Food and Drug Administration 
Harvey W. Wiley Federal Building 
5100 Paint Branch Parkway 
College Park, MD 20740-3835 

Re: Letter of support for a Health Claim Petition - Docket # 02P-0292: Diets Including 
Walnuts can Reduce the Risk of Heart Disease 

To Whom it May Concern: 

I am writing to support the Health Claim Petition (Docket # 02P-0292) submitted by the 
California Walnut Commission requesting that FDA approve “for use in the labeling of 
foods comprising whole and chopped walnuts, health claims communicating that diets 
including walnuts can reduce the risk of coronary heart disease”. I believe that the 
epidemiologic data clearly show that a strong and consistent association exists between 
nut consumption and decreased risk of coronary heart disease (CHD). Results of 
several reports from four major population studies (the Seventh-Day Adventist Study, 
the Iowa Women’s Study, the Nurses’ Health Study and the Physicians’ Health Study) 
conducted in the United States have consistently reported a protective association 
between nut consumption and risk of CHD. The findings indicate that nut consumption 
is associated with a 30 to 50% decreased risk of coronary heart disease morbidity and 
mortality in all population groups studied. Moreover, the studies reported a dose- 
response relationship between nut consumption and decreased risk of CHD. It is 
noteworthy that the findings reported are impressively consistent among the different 
populations studied. 

Clinical studies are the “gold” standard for establishing cause and effect relationships. 
To date, there have been a number of clinical studies with walnuts that have utilized 
various experimental designs and different subject populations, including both healthy 
and high-risk populations. These studies all consistently demonstrated that inclusion of 
walnuts in a diet low in saturated fat and cholesterol lowered total and LDL cholesterol 
levels and, thus, risk for CHD. In studies that reported a baseline LDL cholesterol or 
that had an appropriate control group, LDL cholesterol was decreased by 8 to 16% in 
subjects consuming the walnut experimental diet. This would be expected to result in a 
12 to 24% reduction in CHD risk. 

In addition to the strength of evidence demonstrating a beneficial effect of nuts and 
walnuts on CHD risk, these foods are a rich source of macronutrients and 
micronutrients that have reported cardioprotective effects. For example, of all nuts, 
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w a l n u ts a re  un ique ly  h i g h  in  po lyunsa tura ted  fa tty ac ids,  b o th  th e  n -6  fa tty ac id,  l ino le ic  
ac id,  a n d  th e  n -3  fa tty ac id,  a lpha- l ino len ic  ac id,  b o th  o f wh ich  h a v e  b e e n  s h o w n  to  
r e d u c e  r isk o f card iovascu lar  d isease.  T w o  recent ly  re leased  reports,  th e  D R I R e p o r t 
fo r  M a c r o n u tr ients f rom th e  F o o d  a n d  N u tri t ion B o a r d  o f th e  N a tio n a l  A c a d e m i e s  a n d  
th e  N a tio n a l  Cho les tero l  E d u c a tio n  P r o g r a m  Th i rd  A d u l t Trea tment  P a n e l  R e p o r t ( A T P  
Ill), h a v e  adv i sed  th a t to ta l  fa t in take b e  2 0  to  3 5 %  o f ca lor ies  a n d  2 5  to  3 5 %  o f calor ies,  
respect ively.  M o r e o v e r , b o th  r e c o m m e n d  a  d iet  l ow  in  sa tura ted fa t, t rans fa t a n d  
cho les tero l  to  r e d u c e  r isk o f card iovascu lar  d isease.  T h e  rema in ing  fa t ca lor ies  shou ld  
c o m e  f rom u n s a tura ted  fa tty ac ids,  wi th 5  to  1 0 %  o f to ta l  ca lor ies  f rom n -6  
po lyunsa tura ted  fa tty ac ids  (DRI R e p o r t) a n d  u p  to  1 0 %  o f to ta l  ca lor ies  f rom 
po lyunsa tura ted  fa tty ac ids  ( A T P  ill), respect ively.  W ith  respect  to  a lpha- l ino len ic  ac id,  
th e  D R I R e p o r t r e c o m m e n d s  0 .6  to  1 .2 %  o f calor ies.  Thus,  th e  r e c o m m e n d e d  rat io o f 
n -6 :n-3  fa tty ac ids  is 5  to  1 O :l. Th is  rat io in  w a l n u ts (4:l) c lose ly  a p p r o x i m a tes  th e  
r e c o m m e n d e d  rat io a n d , important ly ,  i l lustrates th a t w a l n u ts c a n  b e  a n  idea l  fo o d  source  
fo r  ach iev ing  th e  r e c o m m e n d e d  leve ls  o f n -6  a n d  n -3  po lyunsa tura ted  fa tty ac ids.  It is 
impor tant  to  e m p h a s i z e  th a t w a l n u ts a re  o n e  o f a  fe w  c o m m o n l y  u s e d  fo o d s  th a t a re  a  
r ich source  o f a lpha- l ino len ic  ac id.  

W a lnuts a re  a n  exce l lent  source  o f v i tamin E , a n d  a  g o o d  source  o f d ie tary  fiber ,  fo l ic  
ac id,  v i tamin B -6, n iac in,  m a g n e s i u m , c o p p e r , z inc a n d  p o tass ium,  al l  o f wh ich  h a v e  
b e e n  s h o w n  to  r e d u c e  C H D  risk. A s  m ight  b e  e x p e c te d  f rom th e  m icronutr ient  prof i le  o f 
n u ts, s tud ies  h a v e  s h o w n  th a t n u t consumers  h a v e  a  h e a l th ier  d iet  (i.e., improved  
n u tr ient densi ty)  th a n  n o n - n u t consumers . In  a d d i tio n , th e r e  is n o  ev idence  th a t n u t 
c o n s u m p tio n  is assoc ia ted  wi th inc reased  b o d y  w e i g h t a n d , speci f ical ly,  overwe igh t  a n d  
obesi ty .  

In  s u m m a r y , th e  scienti f ic ev idence  d e m o n s trat ing h e a l th  b e n e fits o f w a l n u ts is s t rong 
a n d  consistent .  T h e  ava i lab le  ev idence  ind icates th a t w a l n u ts c a n  b e  incorpora ted  in  a  
h e a l thy  d iet  th a t reduces  r isk o f C H D . It is ev ident  th a t th e r e  is g row ing  s u p p o r t fo r  
incorpora t ing  n u ts in to a  h e a r t -heal thy d iet  th a t dec reases  L D L  cholestero l .  In  fact, th e  
A m e r i c a n  H e a r t Assoc ia t ion  Dietary  G u ide l ines  2 0 0 0  speci f ical ly  r e c o m m e n d  
subst i tut ing u n s a tura ted  fa ts f rom n u ts a n d  o the r  fo o d s  fo r  sa tura ted fa t to  r e d u c e  L D L  
cho les tero l  levels.  I th ink  it is impor tant  fo r  consumers  to  k n o w  th a t n u ts a n d  w a l n u ts 
a re  a  h e a l thy  fo o d , wh ich  th e y  m ight  n o t apprec ia te  p r e s e n tly. A n  F D A  Hea l th  C la im for  
w a l n u ts w o u l d  re in force th is  h e a l th  m e s s a g e  a n d  e n c o u r a g e  w a l n u t c o n s u m p tio n . 
Thus,  I a m  m o s t s u p p o r t ive o f th e  Hea l th  C la im P e titio n  F D A  p r e s e n tly is rev iew ing  a n d  
be l ieve  it c a n  e n c o u r a g e  a  h e a l th fu l  d ie tary  p a tte rn  th a t inc ludes  w a l n u ts a n d , 
c o n s e q u e n tly, dec rease  r isk o f C H D  in  th e  Un i ted  S ta tes.  

S incerely ,  

P e n n y  K ris-E ther- ton,  P h .D., R .D. 
D is t ingu ished P rofessor  o f N u tri t ion 
D e p a r tm e n t o f N u tr i t ional Sc iences  
P e n n  S ta te  Univers i ty  


